United States Patent and Trademark Office 



UNITED STATES DEPARTMENT OF COMMERCE 
I nilid Stall-, l'atint and Trademark Office 

Address: COMMISSIONER FOR PATENTS 



APPLICATION NO. 



10/550.722 



FILING DATE 



09/20/2005 



FIRST NAMED INVENTOR 



ATTORNEY DOCKET NO. CONFIRMATION NO. 



8114-009-WO-US 



32301 7590 05/14/2008 

CATALYST LAW GROUP, APC 
9710 SCRANTON ROAD, SUITE S-170 
SAN DIEGO, CA 92121 



ZARA, JANE J 



PAPER NUMBER 



DELIVERY MODE 



Please find below and/or attached an Office communication concerning this application or proceeding. 

The time period for reply, if any, is set in the attached communication. 



PTOL-90A (Rev. 04/07) 



l/ffflrC? nVrliUli Otfff Iff ids y 


Application No. 

10/550,722 


Applicant(s) 
SMITH ET AL. 


Examiner 

Jane Zara 


Art Unit 

1635 





- The MAILING DATE of this communication appears on the cover sheet with the correspondence address — 
Period for Reply 



A SHORTENED STATUTORY PERIOD FOR REPLY IS SET TO EXPIRE 3 MONTH(S) OR THIRTY (30) DAYS, 
WHICHEVER IS LONGER, FROM THE MAILING DATE OF THIS COMMUNICATION. 

- Extensions of time may be available under the provisions of 37 CFR 1 .136(a). In no event, however, may a reply be timely filed 
after SIX (6) MONTHS from the mailing date of this communication. 

- If NO period for reply is specified above, the maximum statutory period will apply and will expire SIX (6) MONTHS from the mailing date of this communication. 

- Failure to reply within the set or extended period for reply will, by statute, cause the application to become ABANDONED (35 U.S.C. § 133). 
Any reply received by the Office later than three months after the mailing date of this communication, even if timely filed, may reduce any 
earned patent term adjustment. See 37 CFR 1 .704(b). 

Status 

1 )KI Responsive to communication(s) filed on 28 January 2008 . 
2a )^ This action is FINAL. 2b)D This action is non-final. 

3) D Since this application is in condition for allowance except for formal matters, prosecution as to the merits is 

closed in accordance with the practice under Ex parte Quayle, 1935 CD. 11, 453 O.G. 213. 

Disposition of Claims 

4) |EI Claim(s) 1 ,2,6-8,10-13 and 16-37 is/are pending in the application. 

4a) Of the above claim(s) is/are withdrawn from consideration. 

5) D Claim(s) is/are allowed. 

6) |EI Claim(s) 1,2,6-8,10-13 and 16-37 is/are rejected. 

7) 0 Claim(s) is/are objected to. 

8) D Claim(s) are subject to restriction and/or election requirement. 

Application Papers 

9) Q The specification is objected to by the Examiner. 

10) D The drawing(s) filed on is/are: a)D accepted or b)D objected to by the Examiner. 

Applicant may not request that any objection to the drawing(s) be held in abeyance. See 37 CFR 1.85(a). 
Replacement drawing sheet(s) including the correction is required if the drawing(s) is objected to. See 37 CFR 1.121(d). 

1 1) D The oath or declaration is objected to by the Examiner. Note the attached Office Action or form PTO-152. 

Priority under 35 U.S.C. § 119 

12) D Acknowledgment is made of a claim for foreign priority under 35 U.S.C. § 119(a)-(d) or (f). 
a)D All b)D Some * c)D None of: 

1 .□ Certified copies of the priority documents have been received. 

20 Certified copies of the priority documents have been received in Application No. . 

3.Q Copies of the certified copies of the priority documents have been received in this National Stage 
application from the International Bureau (PCT Rule 17.2(a)). 
* See the attached detailed Office action for a list of the certified copies not received. 
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DETAILED ACTION 

This Office action is in response to the communication filed 1-28-08. 
Claims 1, 2, 6-8, 10-13, 16-37 are pending in the instant application. 
The text of those sections of Title 35, U.S. Code not included in this action can 
be found in a prior Office action. 

Response to Arguments and Amendments 

Withdrawn Rejections 
Any rejections not repeated in this Office action are hereby withdrawn. 

Maintained Rejections 

Claims 1,2, 6-8, 10-13, 16-37 are rejected under 35 U.S.C. 112, first paragraph, 
because the specification, while being enabling for an in vitro method of inducing 
apoptosis or cell death in a subset of transformed target cells comprising the 
administration of fractionated pApU and pA, does not reasonably provide enablement 
for the ability to induce apoptosis or cell death in transformed or non-transformed cells 
in a patient for the reasons of record set forth in the Office action mailed 9-26-07. 

No arguments were made addressing the enablement rejection of record. 

New Rejections/ Rejections Necessitated by Amendments 
Claim Rejections - 35 USC § 102/103 

The following is a quotation of the appropriate paragraphs of 35 U.S.C. 1 02 that form 
the basis for the rejections under this section made in this Office action: 
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A person shall be entitled to a patent unless - 

(b) the invention was patented or described in a printed publication in this or a foreign country or 
in public use or on sale in this country, more than one year prior to the date of application for 
patent in the United States. 

The changes made to 35 U.S.C. 102(e) by the American Inventors Protection Act of 
1999 (AIPA) and the Intellectual Property and High Technology Technical Amendments 
Act of 2002 do not apply when the reference is a U.S. patent resulting directly or 
indirectly from an international application filed before November 29, 2000. Therefore, 
the prior art date of the reference is determined under 35 U.S.C. 102(e) prior to the 
amendment by the AIPA (pre-AlPA 35 U.S.C. 102(e)). 

The following is a quotation of 35 U.S.C. 1 03(a) which forms the basis for all 

obviousness rejections set forth in this Office action: 

(a) A patent may not be obtained though the invention is not identically disclosed or described as 
set forth in section 102 of this title, if the differences between the subject matter sought to be 
patented and the prior art are such that the subject matter as a whole would have been obvious 
at the time the invention was made to a person having ordinary skill in the art to which said 
subject matter pertains. Patentability shall not be negatived by the manner in which the invention 
was made. 

Claims 11-13, 16, 18, 19, 21, 23, 24-26, 28-32 are rejected under 35 U.S.C. 102(b) 
as being anticipated by or, in the alternative, under 35 U.S.C. 103(a) as obvious over 
Romero et al (J. Biol. Chem., Vol. 273, No. 13, pages 7776-7781 (1998)). Romero et al 
teach compositions and methods of inducing apoptosis or cell death in transformed and 
non-transformed cells in vitro, which cells comprise ss and ds nucleic acid strands 
(pU:A) between 1 kDA and 50kDa (see the abstract on p. 7776; bridging paragraph, pp. 
7776-7; second full paragraph on p. 7781). The burden of establishing whether the 
prior art compounds have the function of inhibiting gene expression or protein activity as 
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claimed falls to applicant. See (In re Best, 562 F.2d 1252, 1255, 195 USPQ 430, 433- 
434 (CCPA 1977): "Where, as here, the claimed and prior art products are identical or 
substantially identical, or are produced by identical or substantially identical processes, 
the PTO can require an applicant to prove that the prior art products do not necessarily 
or inherently possess the characteristics of his claimed product... Whether the rejection 
is based on 'inherency' under 35 USC 102, on 'prima facie obviousness' under 35 USC 
103, jointly or alternatively, the burden of proof is the same, and its fairness is 
evidenced b the PTO's inability to manufacture products or to obtain and compare prior 
art products." [footnote omitted] See also MPEP 21 12: "[T]he PTO can require an 
applicant to prove that the prior art products do not necessarily or inherently possess 
the characteristics of his [her] claimed product." The MPEP at 21 12 citing In re 
Fitzgerald 205 USPQ 594, 596 (CCPA 1980), quoting In re Best 195 USPQ 430 as per 
above. Therefore, absent evidence to the contrary, since the nucleic acid compounds 
disclosed by Romero et al meet all of the structural limitations of the instantly claimed 
invention, it would necessarily be presumed to have the functionality claimed, of 
inducing apoptosis or cell death, and inducing an enhanced immune response against 
the transformed cells comprising the pA, pU, and/or pU:pA nucleic acids. 

Therefore, absent evidence to the contrary, claims 1, 13, 19, 23-24 are anticipated 
by or, in the alternative, obvious over Romero et al. 

Conclusion 

Applicant's amendment necessitated the new ground(s) of rejection presented in 
this Office action. Accordingly, THIS ACTION IS MADE FINAL. See MPEP 



Application/Control Number: 10/550,722 Page 5 

Art Unit: 1635 

§ 706.07(a). Applicant is reminded of the extension of time policy as set forth in 37 
CFR 1.136(a). 

A shortened statutory period for reply to this final action is set to expire THREE 
MONTHS from the mailing date of this action. In the event a first reply is filed within 
TWO MONTHS of the mailing date of this final action and the advisory action is not 
mailed until after the end of the THREE-MONTH shortened statutory period, then the 
shortened statutory period will expire on the date the advisory action is mailed, and any 
extension fee pursuant to 37 CFR 1 .136(a) will be calculated from the mailing date of 
the advisory action. In no event, however, will the statutory period for reply expire later 
than SIX MONTHS from the date of this final action. 

Certain papers related to this application may be submitted to Art Unit 1635 by 
facsimile transmission. The faxing of such papers must conform with the notices 
published in the Official Gazette, 1156 OG 61 (November 16, 1993) and 1157 OG 94 
(December 28, 1 993) (see 37 C.F.R. ' 1 .6(d)). The official fax telephone number for the 
Group is 571-273-8300. NOTE: If Applicant does submit a paper by fax, the original 
signed copy should be retained by applicant or applicant's representative. NO 
DUPLICATE COPIES SHOULD BE SUBMITTED so as to avoid the processing of 
duplicate papers in the Office. 

Any inquiry concerning this communication or earlier communications from the 
examiner should be directed to Jane Zara whose telephone number is (571) 272-0765. 
If attempts to reach the examiner by telephone are unsuccessful, the examiner's 
supervisor, James (Douglas) Schultz, can be reached on (571) 272-0763. Any inquiry 
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of a general nature or relating to the status of this application should be directed to the 

Group receptionist whose telephone number is (703) 308-0196. 

Information regarding the status of an application may be obtained from the 

Patent Application Information Retrieval (PAIR) system. Status information for 

published applications may be obtained from either Private PAIR or Public PAIR. 

Status information for unpublished applications is available through Private PAIR only. 

For more information about the PAIR system, see http://pair-direct.uspto.gov. Should 

you have questions on access to the Private PAIR system, contact the Electronic 

Business Center (EBC) at 866-217-9197 (toll-free). 

Jane Zara 
5-9-08 

/Jane Zara/ 

Primary Examiner, Art Unit 1635 



